SUPPORTING STATEMENT
FOR
Hearing Aid Devices, Professional and Patient Labeling and Conditionsfor Sale
21 CFR 801.420 and 801.421
OMB No. 0910-0171

JUSTIFICATION
Circumstances M aking the Callection of Information Necessary

Under section 520(e) (Attachment A) of the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C.
360j(e)), the Secretary of the Department of Health and Human Services (the Secretary) may, under certain
conditions, require by regulation that a device be restricted to sale, distribution, or use only upon
authorization of alicensed practitioner or upon other prescribed conditions. Sections 801.420 and 801.421
(21 CFR 801.420 and 801.421) (Attachment A) implement this authority for hearing aids, which are
restricted devices. The regulations require that the manufacturer or distributor provide to the user data
useful in selecting, fitting, and checking the performance of a hearing aid through distribution of a User
Instructional Brochure. The User Instructional Brochure must also contain technical data about the device,
instructions for its use, maintenance, and care, a warning statement, a notice about the medical evaluation
requirement, and a statement if the aid isrebuilt or used. Section 502(q) (Attachment A) of the act (21
U.S.C. 352(q)) provides that arestricted device shall be deemed to be misbranded if (1) its advertising is
false or misleading in any particular, or is sold, distributed, or used in violation of the regulations
prescribed under section 520(e) (Attachment A). Section 704(a) (Attachment A) of the act (21 U.S.C.
374(Q)) authorizes FDA employees, at reasonable times and in a reasonable manner, to enter and inspect any
facilities where restricted devices are manufactured, processed, packed, or held, and provides that the
inspection shall extend to all things therein (including records, files, papers, processes, controls, and
facilities).

Communication has been ongoing with representatives from the industries affected. In the Federal Register
of November 10, 1993, FDA published an ANPRM announcing its intention to review the current hearing
aid regulation. Public hearings on the issues raised in the ANPRM were held on December 6, and December
7, 1993. FDA received more than 3,000 comments from manufacturers, physicians, audiologists, hearing
aid dispensers, professional organizations, consumer interest groups, educational institutions, state
governments, state professional organizations, and state licensing boards in response to the meeting and the
ANPRM, and met with many groups representing various constituencies affected by the rule.

On February 15, 1977, FDA established uniform professiona and patient |abeling requirements and
conditions for sale of hearing aid devices. The regulations set forth the types of information that must be
included in the labeling to provide hearing health professionals and patients with adequate directions for the
safe and effective use of ahearing aid; specified the technical performance data that must be included in the
labeling to ensure that the hearing health professional has adequate information to select, fit, and repair a
hearing aid for a patient; and restricted the sale of a hearing aid to those patients who have undergone a
medical evaluation within the past 6 months, unless a fully informed adult patient waived the medical

eval uation because of personal or religious beliefs.



The following is a description of information collection requirements in Sections 21 CFR 801.420 (c) and
21 CFR 801.421(a)(b)(c) and (d) (Attachment A).

21 CFR 801.420(c)(1) Disclosure/Natification - Section 801.420(c)(1), ALabeling Requirements for
Hearing Aids - General @ -- requires that the manufacturer or distributor of the hearing aid develop a User
Instructiona Brochure which accompanies the device and is provided to the prospective user by the
dispenser of the hearing aid. The Brochure shall contain the following information and instructions for use
to the extent applicable:

(i) Anillustration(s) of the hearing aid, indicating operating controls, user adjustments, and battery
compartment.

(i) Information on the function of al controls intended for user adjustment.

(i) A description of any accessory that may accompany the hearing aid, e.g., accessories for use with
atelevision or telephone.

(iv) Specificinstructions for use, maintenance and care of the hearing aid, including the procedure to
follow in washing the earmold, when replacing tubing on those hearing aids that use tubing, and
in storing the hearing aid when it will not be used for an extended period of time. In addition,
instructions regarding replacing or recharging the batteries including a generic designation of
replacement batteries.

(v) Information on how and where to obtain repair service.
(vi) A description of commonly occurring avoidable conditions that could adversely affect or damage
the hearing aid, including at |east one specific address where the user can go, or send the hearing

aid to, to obtain such repair service.

(vii) ldentification of any known side effects associated with the use of a hearing aid that may warrant
consultation with a physician.

(viii) A statement that the hearing aid will not restore normal hearing or improve a hearing impairment
resulting from organic conditions.

(ix) A statement that in most cases infrequent use of a hearing aid does not permit a user to attain full
benefit from it.

(xX) A statement that the use of ahearing aid isonly part of hearing habilitation and may need to be
supplemented by auditory training and instruction in lip-reading.

(xi) Warning statement as required by paragraph (c)(2) of 801.420.
(xii) The notice for prospective hearing aid users required by paragraph (c)(3) of 801.420.

(xiii) Thetechnical datarequired by paragraph (c)(4) of 801.420, unless such datais provided in
separate labeling accompanying the device.



21 CFR 801.420 (c)(4) Disclosure/Natification - requires that technical data useful in selecting, fitting and
checking the performance of a hearing aid be provided in the User Instructional Brochure or in a separate
labeling that accompanies the device. The determination of technical data values for the hearing aid
labeling shall be conducted using the test procedures of the American National Standard " Specification of
Hearing Aid Characteristics', ANSI S3.22-1987 (ASA 70 - 1987)(Revision of S3.22-1982), as areference
method. Asaminimum, the User Instructional Brochure or other such labeling shall include the appropriate
values or information for the following technical data elements as these elements are defined or used in the
standard:

(i) Saturation output curve (SSPL 90 curve).

(i) Frequency response curve.

(iii) Average saturation output (HF-Average SSPL 90).

(iv) Averagefull-on gain (HF Average full-on gain).

(v) Referencetest gain.

(vi) Frequency range.

(vii) Total harmonic distortion.

(viii) Equivaent input noise.

(ix) Battery current drain.

(X)  Induction coil sensitivity (telephone coil aids only).

(xi) Input-output curve (ACG aids only).

(xii) Attack and release times (ACG aids only).
21 CFR 801.421(b) Disclosur e/Natification - Opportunity to review User Instructional Brochure - Hearing
aid dispenser provides the prospective user a copy of the User Instructional Brochure and the opportunity to
review the contents with him/her orally, or in the predominant method used during the sale, and affords the
prospective user an opportunity to read the brochure.
21 CFR 801.421(c) Disclosure/Natification - Availability of User Instructional Brochure - upon request by
a prospective purchaser of a hearing aid, requires the dispenser, with respect to any hearing aid that he
dispenses, to provide a copy of the User Instructional Brochure or the name and address of the manufacturer

or distributor from whom a User Instructional Brochure for the hearing aid may be obtained.

21 CFR 801.421(d) Recor dkeeping - Requires the dispenser to retain for three years from time of
dispensing, copies of all physician statements or any waivers of medical evaluation.



Purpose and Use of the Infor mation

The technical information to be contained in the User Instructional Brochure or in separate labeling is
intended not only for the hearing aid user but aso the physician, audiologist, and dispenser. The information
is useful when repairing a hearing aid or in evaluating the appropriateness of the hearing aid to be fitted.
The data al so permits the comparison of the performance characteristics of various hearing aids.
Noncompliance could result in a substantial risk to the hearing impaired because the physician, audiologist
or dispenser would not have sufficient data to match the aid to the user. The medica evauation by the
physician isin the patient's best health interest because it will help to determine the cause of, and the
pathology associated with, the patient's hearing loss. The waiver demonstrates that a fully informed adult
has waived the medical evaluation requirement.

Use of Information Technology and Burden Reduction

Manufacturers and/or dispensers may use any appropriate technology to develop, maintain, and/or
disseminate the required User Instructional Brochure or separate labeling, and medical evaluation or
waiver. Ultilization of computers and word processors have greatly reduced the time needed to compile,
submit, and maintain the required documents.

Effortsto Identify Duplication and Use of Smilar Infor mation

The Food and Drug Administration is the only agency responsible for the collection of such information, and
charged with the responsibility of regulating establishments that manufacture medical devices for
introduction into interstate commerce. Therefore, no similar information is available that can be used or
modified for the purpose described.

Impact on Small Businessesor Other Small Entities

The FDA has established a Division of Small Manufacturers Assistance (DSMA) as required by the 1976
Medical Device Amendments to the Federal Food, Drug, and Cosmetic Act. DSMA provides technical and
nonfinancial assistance to firms through a comprehensive program, which includes onsite inspections,
seminars and educational conferences, informational materials and use of atoll-free number which may be
used by firms that require information or assistance. Additional Center for Devices and Radiological
Health staff are available for consultation on request.

Consequences of Collecting the Information L ess Frequently

If technical information were not collected and provided in the User Instructional Brochure or separate
labeling, FDA could not sufficiently protect the health of the hearing impaired by ensuring that physicians,
audiologists and dispensers are adequately informed when fitting and/or repairing hearing aids.

There are no technical and legal obstacles to the collection of thisinformation. Firms are free to use any
available technology to ssimplify the gathering of information.

Special Circumstances Relating to the Guidelines of 5 CFR 1320.5

This collection of information is consistent with 5 CFR 1320.5.



10.

11.

12.

Commentsin Responseto the Federal Register Notice and Effortsto Consult Outside Agency

In accordance with 5 CFR 1320.8(d), on Wednesday, August 25, 1999 (64 FR 46395), a 60-day notice for
public comment (Attachment B) was published in the Federal Register. FDA received one comment from an
association representing hearing aid manufacturers. The comment noted that the association had commented in
1998 on this information collection and had suggested through a limited survey of its members that its
companies produced 18 models and not the 5 estimated by FDA and that it took 136 hours for a company to
prepare a User Instructional Brochure. The comment noted that FDA used afigure of 102 hours and failed
to address where this figure came from.

FDA previously addressed this comment in the Federal Register of October 26, 1998 (63 FR 57128). FDA
agreed with the comment with respect to the number of models and FDA raised its estimate in that respect.
FDA noted, however, that the comment failed to take into account that FDA was estimating an annual burden
and not every model required a new brochure every year. FDA further noted that much of the information in
the brochure remains the same from one permutation of amodel to another and, therefore, it would not take
136 hoursto develop every brochure. FDA estimated that, for about half of the models, it would only take
one-half of 136 hours or 68 hours to modify the brochure. From this, FDA estimated that the average
preparation time for al brochures would be 102 hours. FDA believes that this estimateis till

appropriate.

Explanation of Any Payment or Gift to Respondents

The regulation does not provide any payment or gift to respondents.
Assurance of Confidentiality Provided to Respondent

Under the Freedom of Information Act (FOIA) (5 U.S.C. 552), the public has broad access to government
documents. FDA will make the fullest possible disclosure of records to the public, consistent with the
rights of individuals to privacy, the property rights of personsin trade and confidential commercial or
financial information. All records and other information submitted to FDA under 21 CFR 801.421 are
releasable under 21 CFR Part 20. However, FOIA provides certain exemptions from mandatory public
disclosures of government records (5 U.S.C. 522(b)(1-9). One such provision, 5 U.S.C. 522(b)(4) exempts
"trade secrets’ and commercial or financial information that is privileged or confidential from the
requirement of public disclosure. Labeling information is publicly available. Records maintained by
hearing aid dispensers will generally not bein FDA's possession and therefore, not subject to disclosure by
FDA. If, however, FDA does obtain records maintained by dispensers, these records will be released
under part 20 only.

Justification for Sensitive Questions

The information required does not include questions about sexua behavior, attitude, religious beliefs, or any
other matters, which are commonly considered private or sensitive in nature.

Estimates of Hour Burden Including Annualized Hourly Costs

The estimates below were cal culated based on the current hearing aid regulation in Sections 21 CFR
801.421(a)(1) and 21 CFR 801.420(a)(2) and do not reflect changes, if any, anticipated under the FDA=s



proposed Hearing Aid Rule.

Based on reviews by FDA Inspectors of records of hearing aid dispensersin four FDA districts to
determine the level of compliance with existing hearing aid requirements, FDA has devel oped the following
estimates. The estimates relating to 21 CFR Parts 801.421(a)(1) and 801.420(a)(2) in the reporting and
recordkeeping burden tables below are based on information obtained by thisreview. Thisreview reveaed
that medical evaluations were obtained in 32 percent of the sales and signed waivers were obtained in 60
percent of the sales.

The respondents to this collection of information are expected to be hearing aid manufacturers, distributors
(including physicians who are currently dispensing hearing aids), audiologists, dispensers, health
professionals, or other for profit organizations.

FDA estimates the burden of this collection of information as follows:

Table 1.--Estimated Annual Reporting Burden

Estimated Annual Reporting Burden
21 CFR Section | No. of Annud Tota Annua Hours per Total Hours
Respondents Frequency per | Responses Response
Response
801.420 (c) 40 5 200 40 8,000
801.421 (b) 9,900 162 1,600,000 0.30 480,000
801.421 (c) 9,900 5 49,700 0.17 8,449
TOTALS 586,369

There are no capital costs or operating and maintenance costs associated with this collection of information.

Table 2.--Estimated Annua Recordkeeping Burden

Annud
21 CFR Section No. of Frequency of Total Annual Hours per Total Hours
Recordkeepers Recordkeeping Records Recordkeeper
801.421 (d) 9,900 162 1,600,000 0.25 400,000
Totals: 400,000

There are no capital costs or operating and mai ntenance costs associated with this collection of information.

Explanation of Reporting Burden Estimate:

According to the International Hearing Society, there are about 9,900 hearing aid dispensersin the United
States, including 2,200 audiologists in private practice, 2,400 audiologistsin clinics of physicians= offices,
and 5,300 other hearing aid dispensers. While the vast mgjority of hearing aids are sold to consumersin
person, the sales from and estimated four mail order companies account for about 2 percent of the market.
FDA does not have market share data for the remaining sectors, but believes that audiologists and other
hearing aid dispensers may account for roughly equal shares of all hearing aid sales.

No costs were calculated for training or purchasing equipment because FDA believes that the mandatory
requirements of this regulation are within the current capabilities of hearing aid dispensers.



In statistics compiled by the Hearing Industries Association, it was estimated that approximately 1.6 million
hearing aids are sold annually in the United States. Since each hearing aid evaluation test must be
performed for each individual hearing unit, the cost calculations below are based on the 1.6 million hearing
aid units sold annually. This analysis uses $670 as the average price for abasic hearing aid.

The Unit cost for each required test or procedure was based on the average of the practitioners= submitted
chargesto Medicare and Medicare’'s reimbursed rate to providers. Although the Medicare-eligible
population purchase about 60 percent of all hearing aids, conversations with Medicare officials suggest that
Medicare may cover only some of the diagnostic tests required under the comprehensive hearing assessment
provisions, and then only if performed by physicians or audiologists. Moreover, Medicare would be
unlikely to cover any of the subsequent evaluation tests. Since less than half of the total testing costs would
be reimbursed by Medicare, the submitted price may better represent the cost to the average consumer. On
the other hand, the current Medicare data primarily reflect fees from physicians and audiol ogists; other
hearing aid dispensers may charge less. Therefore, FDA used the midpoint of the two Medicare ratesto
project its best estimate of an average fee.

FDA estimates that performing these activities would take about 15 minutes for a qualified health care
professional. Data based on a submission from the American Speech-Language Hearing Association and a
national survey published in the Hearing Instruments Journal, after a 25 percent adjustment for benefits,
projects the average annual earnings of Audiologists to be about $52,500. Similarly, using the same survey
and benefits adjustment, the agency estimates the average annual salary for other hearing aid dispensersto
be about $57,500. Assuming audiologists and other hearing aid dispensers each hold roughly equal shares
of this market, their average earnings per 15 minute increment comes to approximately $6.60 per
transaction.

For the Sec. 801.421(b) estimate, FDA assumes that 9,900 hearing aid dispensers will have 162 sales
annually (1.6 million sales, the current number of annual hearing aid sales, divided by 9,900 dispensers).
For al such sales, the dispenser must provide the prospective user a copy of the User Instructional Brochure
and the opportunity to read and review the contents with him/her orally, or in the predominant method used
during the sale. FDA estimates that this exchange will involve .30 staff hours.

The 801.421(c) estimate assumes that 40 hearing aid manufacturers/distributors, and 9,900 dispensers will
provide copies of the User Instructional Brochure to any health care professional, user, or prospective user
who request a copy inwriting. It isestimated that 5 written requests for copies of the brochures will be
received by each hearing aid manufacturer/distributor and dispenser annually. It is estimated that each
request for a brochure will take .17 staff-hours to complete. This effort consists of the hearing aid
manufacturer/distributor or hearing aid dispenser locating the appropriate User Instructional Brochure for
the specific model and mailing the brochure to the requester.

A reasonable estimate for thisindustry's wage rate is $26 per hour. The reporting cost to the respondent is
estimated to be $21,736,494, which is the total hours (836,019) multiplied by $26.



Explanation of Recor dkeeping Burden Estimate:

The 801.421(d) estimate assumes that 9,900 hearing aid dispensers will each retain 162 records. Each
record documents the dispensing of a hearing aid to a hearing aid user. Each recordkeeping entry is
estimated to require 0.25 staff hours.

The recordkeeping cost to the respondent is estimated to be $10,400,000 which is the total recordkeeping
hours (400,000) multiplied by $26.

13. Estimate of Other Total Annual Cost Burden to Respondents or Recor dkeepers

Other than the costs lists in item 12 above, there is no other annual cost burden to respondents or
recordkeepers.

14. Annualized Cost to the Federal Gover nment
There are no anticipated costs to the Federa Government, since thisinformation need not be submitted to
the FDA. Biannua inspections of hearing aid manufacturers, to include reviews of labeling and package
inserts, will be conducted under the auspices of the Good Manufacturing Practice (GMP) Regulations, under
OMB Clearance (0910-0073).
15. Explanation for Program Changesor Adjustments
This burden decrease of 249,650 is due to an error in the burden calculation reported in the last submission.
16. Plansfor Tabulation and Publication and Project Time Schedule
FDA does not intend to publish the results of this information collection.
17. Reason(s) Display of OMB Expiration Dateis | nappropriate
Currently, CDRH is not requesting an exemption for display of the OMB expiration date.

18. Exceptionsto Certification for Paperwork Reduction Act Submissions

Currently, CDRH is not requesting an exemption to Certification for the Paperwork Reduction Act
Submissions.



B. Caoallection of Information Employing Statistical M ethods

There are no statistical methods being employed in this collection of information.



List of Attachmentsto Supporting Statement:

Attachment A:

Attachment B:

21 CFR 801.420 and 801.421

Section 520(e) of the Federal, Food, Drug and Cosmetic Act (21 U.S.C. 360j(€e))

Section 502(q) of the Federal, Food, Drug and Cosmetic Act (21 U.S.C. 352(q)) Section
704(a) of the Federal, Food, Drug and Cosmetic Act (21 U.S.C. 371(a))

Federal Register 60 Day Notice soliciting comments on AHearing Aid Devices. Professiona
and Patient Labeling and Conditions for Sale -- 21 CFR Part 801.420 and 801 .421 (OMB
Control Number 0910-0171 -- Extension),@August 25, 1999.



